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REMARKS 

Claims 5, 7, 8 and 74 are pending. Claims 1-4, 6 and 9-74 are cancelled. Claims 5 
and 7 are currently amended. New claims 75-79 have been added. 

Support for the amendments to claims 5 and 7 is found throughout the specification 
and in particular at page 3, paragraph 0027 of the publication of the instant specification 
(US 2004/0175440). 

Support for new claims 75 and 76 is found throughout the specification and in 
particular at page 3, paragraph 0045 and page 8, paragraph 01 18 of US 2004/0175440, 
which states the following: 

As used herein, "species specific refers to a nucleic acid or amino acid 
sequence which is unique to the species from which it is derived. For 
example a "species-specific" nucleic acid sequence encoding a zona 
pellucida glycoprotein refers to a nucleic acid sequence that shares no 
greater than at least between 95-70% sequence identity with a nucleic acid 
sequence encoding a corresponding zona pellucida glycoprotein from a 
different species, no greater than between 80-50% sequence identity, and no 
greater than between 60-40% sequence identity. The "species-specificity" of 
a particular nucleic acid or amino acid sequence may be determined using a 
technique known to those of skill in the art including BLAST analysis. 

Support for new claims 77 and 78 is found throughout the specification and in 
particular at Example 20 (page 30 of US 2004/0175440) entitled "Animals Fed Dried 
Immunocontraceptive Transgenic Tomato Showed Reduction in Litter Size Compared to 
Control Animals", wherein it is stated that "[b]oth mice and voles were provided with the 
test-diet at fortnightly intervals for 12 weeks, on days 0, 3, 14, 17, 28, 31 , 42, 45, 56, 59, 
70, 73, 84, and 87." 

Applicants submit that no new matter has been added as a result of this 
amendment. 

Applicants acknowledge that the rejection of claim 72 under 35 U.S.C. § fourth 
paragraph is withdrawn. 
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Applicants acknowledge that the rejection of claims 5, 7, 8 and 72 under 35 U.S.C. 
§1 03(a) in view of Howard et al. (WO 97/10347), Bliel et al. (WO 98/00440) and further in 
view of Russell-Jones (J. of Controlled Release (2000) Vol. 65; pp. 49-54) is withdrawn. 

Applicants also acknowledge that the rejection of Claim 73 under 35 U.S.C. 103(a) 
in view of in view of Howard, in view of Bliel and further in view of Russell-Jones and 
further in view of Mowat (Immunology Letters (1999) Vol. 65; pp. 133-140) is withdrawn. 

Rejection of Claims Under 35 U.S.C. §1 03(a) 

Claims 5, 7, 8 and 73 are rejected under 35 U.S.C. 103(a) in view of in view of 
Howard, in view of Bliel, further in view of Russell-Jones and further in view of Mowat. 

Applicants respectfully traverse the rejections. 

For at least the reasons set forth herein, Applicants respectfully submit that the 
Examiner has failed to establish a prima facie case of obviousness under the requirements 
of 35 U.S.C. § 1 03(a). To establish a prima facie case of obviousness, three basic criteria 
must be met. First, there must be some suggestion or motivation, either in the 
references themselves or in the knowledge generally available to one of ordinary 
skill in the art, to modify the reference or to combine reference teachings (In re 
Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991)). Second, there must be a 
reasonable expectation of success. The teaching or suggestion to make the claimed 
combination and the reasonable expectation of success must both be found in the prior art, 
and not based on Applicants' disclosure. Finally, the prior art reference (or references 
when combined) must teach or suggest all the claim limitations. In re Royka, 490 F.2d 
981, 180 U.S.P.Q. 580 (C.C.P.A. 1974). 

The Examiner states at page 5 of the Office Action dated October 1 3, 2009, that 
"Howard et al. teach the production of vaccines in transgenic plants... and specifically the 
production of a vaccine against transmissible gastroenteritis virus". 
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Applicants assert that Howard et al. does not teach or suggest either of a 
contraceptive protein that is expressed by plant chromosomal expression in the absence of 
a viral intermediate (as required by amended claims 5 and 7); or a contraceptive protein 
that is species specific (as required by new claims 75, 76 and 79). None of Bliel, Russell- 
Jones or Mowat cure this deficiency. 

Applicants assert that Howard et al., states at page 20, lines 32-33 that: 

"[g]roups of pigs 5-7 days old will be fed different doses such as 0.1 , 1 .0, 5.0 
and 25.0 mg/kg of the TGEV (E2) spike protein for 5 days ." 

Applicants assert that Howard et al. does not teach or suggest "a stable dry 
homogenate of a transgenic plant expressing a heterologous protein wherein 
administration of the homogenate in combination with the saponin adjuvant to an animal 
induces an immune response; wherein said immune response is to said contraceptive 
protein; and wherein the homogenate is administered more than five times to said animal " 
as required by new claims 77, 78 and 79. Applicants also assert that none of Bliel, 
Russell-Jones or Mowat cure this deficiency. 

In view of the above, Applicants assert the following. 

None of Howard et al., Bliel, Russell-Jones, or Mowat, either alone or in 
combination, teach or suggest "[a] stable dry homogenate of a transgenic plant expressing 
a heterologous contraceptive protein comprising ZP3 and E. coli enterotoxin subunit B, 
further comprising an antigen or antibody, and further comprising a mucosal targeting 
protein, in combination with a saponin adjuvant, wherein said stable dry homogenate is 
prepared by a method comprising: 

a. obtaining either intact or partitioned transgenic plant material; 

b. dehydrating said transgenic plant material; 

c. mixing said transgenic plant material into a homogenate either before or after said 
dehydrating step, 
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thereby producing a stable dry homogenate of a transgenic plant expressing a 
heterologous protein, wherein administration of said homogenate in combination with 
said saponin adjuvant to an animal induces an immune response; 

wherein said immune response is to said contraceptive protein; and 
wherein said contraceptive protein is expressed by plant chromosomal expression 
in the absence of a viral intermediate " as required by claim 5. (Emphasis added) 

Further, none of Howard et al., Bliel, Russell-Jones, or Mowat, either alone or in 
combination, teach or suggest "[a] stable dry homogenate comprising a dehydrated 
transgenic plant material containing a transgenic contraceptive protein comprising ZP3 and 
E. coli enterotoxin subunit B, and further comprising a mucosal targeting protein, in 
combination with a saponin adjuvant, wherein administration of said homogenate in 
combination with said saponin adjuvant to an animal induces an immune response; 

wherein said immune response is to said contraceptive protein; and 
wherein said contraceptive protein is expressed bv plant chromosomal expression in the 
absence of a viral intermediate " as required by claim 7. (Emphasis added) 

Further, none of Howard et al., Bliel, Russell-Jones, or Mowat, either alone or in 
combination, teach or suggest "[a] stable dry homogenate of a transgenic plant expressing 
a heterologous contraceptive protein comprising ZP3 and E. coli enterotoxin subunit B, 
further comprising an antigen or antibody, and further comprising a mucosal targeting 
protein, in combination with a saponin adjuvant, wherein said stable dry homogenate is 
prepared by a method comprising: 

a. obtaining either intact or partitioned transgenic plant material; 

b. dehydrating said transgenic plant material; 

c. mixing said transgenic plant material into a homogenate either before or after said 
dehydrating step, 

thereby producing a stable dry homogenate of a transgenic plant expressing a 
heterologous protein, wherein administration of said homogenate in combination with said 
saponin adjuvant to an animal induces an immune response; 
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wherein said immune response is to said contraceptive protein; and 

wherein said contraceptive protein is species specific " as required by claim 75. 
(Emphasis Added) 

Applicants assert that none of Howard et al., Bliel, Russell-Jones, or Mowat, either 
alone or in combination, teach or suggest "[a] stable dry homogenate comprising a 
dehydrated transgenic plant material containing a transgenic contraceptive protein 
comprising ZP3 and E. coli enterotoxin subunit B, and further comprising a mucosal 
targeting protein, in combination with a saponin adjuvant, wherein administration of said 
homogenate in combination with said saponin adjuvant to an animal induces an immune 
response; 

wherein said immune response is to said contraceptive protein; and 

wherein said contraceptive protein is species specific " as required by claim 76. 
(Emphasis Added) 

Applicants assert that None of Howard et al., Bliel, Russell-Jones, or Mowat, either 
alone or in combination, teach or suggest "[a] stable dry homogenate of a transgenic plant 
expressing a heterologous contraceptive protein comprising ZP3 and E. coli enterotoxin 
subunit B, further comprising an antigen or antibody, and further comprising a mucosal 
targeting protein, in combination with a saponin adjuvant, wherein said stable dry 
homogenate is prepared by a method comprising: 

a. obtaining either intact or partitioned transgenic plant material; 

b. dehydrating said transgenic plant material; 

c. mixing said transgenic plant material into a homogenate either before or after said 
dehydrating step, 

thereby producing a stable dry homogenate of a transgenic plant expressing a 
heterologous protein, wherein administration of said homogenate in combination with said 
saponin adjuvant to an animal induces an immune response; 

wherein said immune response is to said contraceptive protein; and 
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wherein said homoqenate is administered more than five times to said animal " as 
required by claim 77. (Emphasis Added) 

Applicants assert that None of Howard et al., Bliel, Russell-Jones, or Mowat, either 
alone or in combination teach or suggest "[a] stable dry homogenate comprising a 
dehydrated transgenic plant material containing a transgenic contraceptive protein 
comprising ZP3 and E. coli enterotoxin subunit B, and further comprising a mucosal 
targeting protein, in combination with a saponin adjuvant, wherein administration of said 
homogenate in combination with said saponin adjuvant to an animal induces an immune 
response; 

wherein said immune response is to said contraceptive protein; and 

wherein said homoqenate is administered more than five times to said animal ." 
(Emphasis Added) 

For at least the foregoing reasons, each of the presently pending claims in this 
application is believed to be in condition for allowance. Accordingly, the Examiner is 
respectfully requested to pass this application to issue. Should any of the claims not be 
found to be in condition for allowance, the Examiner is requested to call Applicants' 
undersigned representative to discuss the application. Applicants thank the Examiner in 
advance for this courtesy. 

The Director is hereby authorized to charge or credit any deficiency in the fees filed, 
asserted to be filed or which should have been filed herewith (or with any paper hereafter 
filed in this application by this firm) to our Deposit Account No. 04-1 1 05, under Order No. 
2002(203121). 

In view of the above amendment, Applicant believes the pending application is in 
condition for allowance. 



Respectfully submitted, 
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Dated: April 13, 2010 



By /Elizabeth Spar 

Elizabeth Spar 
Registration No.: 45,123 
Customer No. 21874 

EDWARDS ANGELL PALMER & DODGE 
LLP 

P.O. Box 55874 

Boston, Massachusetts 02205 

(617) 439-4444 

Attorneys/Agents For Applicant 
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